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SECTION I: Narrative & М&Е

1. Sчммдвчдlrtо Очвпдt-lАssвssмвшт (1 глсв мах)

Highlight key project milestones (!I_!here are апу), indicotors ochieved during the reporting period,
(опd ехрlоiп опу uпdеrосhiеvеmепt iп expected milestones апd indicotors),

There wеrе thrее key milestones during the reporting реriоd:

1) The drаft of amendments to the Law no. 50/2008 on the protection of inventions was

approved Ьу the Government-and sent to the Parliament оп 28.О2.2О23 and оп

27.О4.2О23 was approved Ьу the Parliament,
2) The process of drafting the new law оп medicines commenced with the inclusion of

Evghenii Golosceapov, а Civil Society expert on Human Rights and consultant fоr Positive
lnitiative, iп the wоrkiпg grоuр responsibte for deve|oping the draft legislation1.

3) The опgоiпg court proceedings concerning the patent opposition related to Bedaquiline
have епtеrеd а pivotal phase of activity.

Ехрlаiп noteworthy (ilJhзtе_g!9_g!у) сhапgеs iп the grant's political/public heolth context that
occurred during the reporting period,

lп 2023, the Republic of Moldova ехреriепсеd notable changes iп both its political landscape and
public health sector. Опе significant development was the country's designation as а candidate fоr
EU country status, marking а pivotal step towards European integration. This designation signalled
Moldova's commitment to aligning with EU standards and regulations, including those реrtаiпiпg
to public health. Сопсurrепtlу, the initiation of the negotiation реriоd had far-reaching
implications, ushering in а реriоd of dialogue and collaboration with EU stakeholders to negotiate
tеrms of accession and rеfоrms necessary for EU mеmЬеrshiр.

1https://drive,яooяle.com/file/d/lAg7eufxvNNzFNPU2TDЗWsnJKNCd3Ha!A/view?цsp=sharing



Describe your key priorities |or the gront iп the пехt six mопths. Pleose indicate for which

medicines you рlап to Iite patent oppositions or push Ior compulsory license iп uрсоmiпg б mопths,

The grапt priorities for the upcoming six-month реriоd аrе outlined as follows:

- Continue Sчрроrt fоr Bedaquiline Patent Opposition:

_ lnitiation of New Oppositions concerning the patents of lslatravir оr Cabotegravir. This

action will Ье guided Ьу а comprehensive chemist's rероrt assessing соmрliапсе with
patentability conditions

_ То further assist the National Agency for Medicinal Products and Medica| Devices in their
working рrосеss to formulate the new law on medicines. Emphasis will Ье placed ОП

iпсоrроrаtiпg TRlPS flexibilities within this legislative framework, aligning with

international standards and епsчriпв access to essential medicines.

- то Conduct mаrkеt research and analysis on medical products, as well as prevention and

diagnosis products.

_ то conduct the analysis in оrdеr to identify and assess legal Ьаrriеrs hindering access to

affordable medicines, particularly in light of Moldova's integration processes with the

Еurореап Union (EU).

Summarize апу key пеw opportunities уоч see апd/оr risks you see еmеrgiпg апd how would you

address/mitigate it

Тhеrе аrе several opportunities which might арреаr iп the next б months:

- Efforts аrе underway to епhапсе and rеfiпе the amendments to the пеw law ОП

medicines. А significant milestone in this process will Ье the publication of the draft law

for public consultations;
_ Соurt hearings оп 3lst of January 2024 on the submitted Bedaquiline patent opposition;
- The active епgаgеmепt of the government in the EU integration process, coupled with

efforts towards legislative alignment according to EU guidelines, offers а significant

opportunity. This process provides а platform to iпсоrроrаtе TRlPS flexibilities into the

new legistation, aligning national regulations with international standards and facilitating

improved access to medicines.

Тhеrе аrе following risks which might affect project implementation iп the next б months.

тhеrе rеmаiпs а risk of а negative court verdict following the January 31 hearing rеgаrdiпg

the Bedaquiline patent opposition. ln the event of an unfavourable outcome, continued

support fоr legal actions and heightened media сочеrаgе will Ье essential to exert public

pressure оп decision-making institutions, advocating fоr equitable outcomes.
The accelerated расе of new law elaboration and adaptation poses а potential risk to the

inclusion of critical amendments in the legislation. Rapid developments may hiпdеr

thorough consideration of important amendments, necessitating vigilant oversight and

advocacy efforts to ensure that key provisions аrе adequately addressed in the final

legislation.

2. РкоспдммАтlс Рвкговмдшсв
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2.1 output 1: Patent and Market lntelligence
What did уоu accomplish uпdеr Output 7? Describe апу activities сопduсtеd during the reportingPeriod' Link the narrative 

'О 
P'og'o'iiiic resutts 1о, 

"оrЪ 
mibstone, outcome опd output indicators,i'e' exPlicitlY list the indicator 

'i 
*ПilП-ii', narrative speoks to апd ехрlоiп апу underachievement iпexPected milestones аПd indicotors, /nsbt-o п activities with budget implication if there оrе апу. lf по

;:::;ЖrT::;::{matic results i' iiiiara ro, tП, outi,uiJro* instead provide о brief narrative

2.2 Output 3: Remove lP Barriers
Whot did you accomp.lish uпdеr output 3? Describe апу activities сопdчсtеd during the reportingPeriod' Link the narrative 

'О 
P'og'o',iiii, results for еасi mi|estone, outcome апd iutput indicators,i'e' exP'citlY tist the indicator 
'i 'Пi'П"iiЬ norrative speaks to апd ехрlаiп апу underachievement iпexPected milestones аПd indicators, tnsist- оп octivities with budget imptication if there are апу. tf по

;:::;r:r"[::;::Yil,,iц:;Y;Z:,'ipi't"a 7о, tпе outiiuif,.o," instead privide а brief поrrоtiче

are frоm your hub workplan.]

1.2 Market and patent data cot|ection, anatysis and dissemination
During the reporting period, significant efforts wеrе dedicated to conducting comprehensive
il:ffi::,firtaining 

to various Pharmaceuticaland rrealtr,caЙomains in the Republic of Moldova.

Analysis of cabotegravir and tslatravir patents:
А detailed examination was undertaken to assess the availability of patents fоr Саьоtеgrачir andlslatravir medications within 

'Ь" 
П.рчЬiiс of Moldo;r., й;; analysis aimed to ascertain thefeasibility of initiating patent opposition proceedings through legal channels. This strategic

;i:',,1Тlr,'r'r'oý.;; rilfiý""quit.'bt' "'u,, to these еssЁпtiаl medicines while following

I 
Retros'ective Procurement Anatysis for covlD-19 Medications:
А retrospective analysis of drug рrосчrеmепt activities concerning the prevention and control ofcovlD-19 infection was conducied for the years 2o2o,2o2t, апd 2O22,This соmрrеhепsiче review
ifiLH,':;?TýJ'i ffi'.ff }'f,'. 

r; J,*; ;;;;; ffi no' l un.,,.,,, n J..Jй..." а l lo са t io п

Retrospectlve Рrосurеmепt Analysis within the Nationat Сапсеr control Рrоgrаmmе:
ln alignment with the National Сапсеr Control рrоgrаmmе, а retrospective рrосurеmепt analysissPanning the Уеаrs 2о2о, 2о27, ,,na iozz was e-xecut.i. Tr,,i, evaluation aims to assess theefficiency and effectiveness of й;,;.;;rt practices related to сапсеr treatment and саrе. Ву
ffi':ж:,ffiтж?,:;:}:';i"ч:*::*ч{ ljiЁ.i'пчЪ,,п..rе domain, opportunities fоr 

]

improvement and optimization.un ь" iо"п;r,.o",JJ.j;}.:Т:ъffi,.iТ:}.J,.r#l.I:*';:,l
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3.1. Filespatentchaltenges/tegalinterventions

3:j'i-rЖ'rT,".,;lll- Period, various activities wеrе саrriеd out to support the lawsuit очеr the

il#ihiЛ.еw 
judge named Andrei ozhoga took over the case аftеr the previous judge,s

- The first session happened on March 2о,2о2з.Аt thiý session, Judge ozhoga looked очеrthe case file. The defendant didn't show up, so trle ..r. *., postponed.

Ж;::il'.lfiJ:'"-ing Period, thеrе wеrе а total of z mebtin;r;. Й points from these

At the second meeting, Janssen pharmaceutica attended but asked for mоrе time torечiеw the case documents. This delayed the case ч"'п iur.,. in the уеаr.
ln october, Janssen Pharmaceutica decided not to participate and requested the case ьеconsidered without them, рrоlопgiпg the trial. "УЧLg ql lu l СЧuе5tеО

During the last hearing ОП Decemb er !!,2O23,Judge ozhoga told everyone that he askedfor mоrе expertise from the National Agency for tnйttectual Рrореrtу

][';}lr:earing 
is scheduled fОr Jапuаrу 31, 2о24, whеrе AGEpl will present their

At the same time, du,i:.* the_ rероrtiпg реriоd, а comprehensive series of activities wеrе carriedout to рrераrе for the filing of а раtепtЪрреаl application for tslatravir and Cabotegravir.- out of data collected, two HlV medicines wеrе identified as prospective fоr furthеrinterventions iп consultation with national partners: lslatravir, Cabotegravir;- On June 27 а request fоr patent search оп the .bou.-lirt.C medicines was submitted tothe AGEpl, the request contained ап information оп + |atents issued оп these medicinesand 1 patent applicationa;- оп July 27 AGEpl provided their rерlу with the list of patents in relation to the ljstedmediciness: 3 patents оп Cabotegravir, 1 patent and 1 iatent application on lslatravir;- As а result, patents related to both medicines !v"r. ic"ntified as priority fоr furtheranalYsis and eventual elaboration of patent орроsitЙп. The patents wеrе analysed ьу апеХРеrt chemist with the conclusion that all оrtЪЪm .ouio ь. appealed against6.
Ву the end of the reporting period the analysis of the prioritised patents was completed Ьу апexpert in chemistry, The expert concluded it,,ut thur. ,i.Ъr"rrd, for filing patents oppositionquestioning primarily the novelty of the inventions. The еlаьъrаtiоп of patents opposition started
;ill!,'#;:Jff,i:iilli: Perioo, The opposition is planned to ье filed in trlЁ cou,t of justice

summorize key challenges to imрlеmепtiпg рlоппеd activities ,changes to рlаппеd activities tiat you would rесоmmепd to bettir faciliiate tie асhiеvеmепt ofрlаппеd results апd апу associated ihong", to future rеsоurсе needs.

'hКрslО,rуея99яlý.Lо_mД.цrrеДо_I_d_еjý/_1sяlпс_ч.i.]_R_L8r$ýýе*Z_z-Р_f]_9_чД4sШШуНу.fu.sр=фаr.rпс

a

6 https;lldrive,яqoяle.q 
pNýttJvKc;ly:uýp-ghannc
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outPut 4: Сrеаtе sustainable results and generate systemic, sustainable, replicable outcomes tomоче the market for ARVs, DAAs and ТВ Йеdiсiпеs
What did уоu accomplish uпdеr Output 4? Describe апу activities conducted during the reportingPeriod' Link the norrative to Programmatic results fоr each milestone, outcome апd output indicators,i'e, exPlicitlY list the indicator to which the пqrrаtiче speoks to апd ехрlаiп опу underachievement iпexPected milestones аПd indicators. /nslsf оп activities with budget impticotion if there are опу. lf поreporting of programmatic results is expected for the outplu|-pirorc instead provide а brief паrrаtiчеdescribing progress. [Half page mах]

[Holf Page mаХ, Please do ПОt forget to describe whot was the progress оп the activities betow thotare frоm your hub workplan.]

4.1. support nationat taw and policy reform efforts for чsе of flexibilities
During the reporting period, significant decisions wеrе made regarding National lp reform and theimPlementation of TRlPS flexibilities. The draft amendments to Law по. 50/2оо8 оп the protectionof inventions Wеrе approved Ьу the Government and subsequently sent to Parliament оп February28,2023, They wеrе then approved Ьу Parliament оп bpril z), zоzз.
The key changes introduced to the Patents' Law encompass а variety of provisions, withaPProximatelY 60% deemed beneficial оr potentially beneficial for increasjng access to medic]nefоr the population, Noteworthy amendments include the addition of the TRlps notion to the lawand the inclusion of the Воlаr рrоvisiоп. Furthеrmоrе, specific provisions regarding compulsorylicenses wеrе expanded, allowing for court-issued licensei on grounds such as non-exploitation ofpatents, public interests, and combating anti-competitive рrr.й.r.
lmportantly, the law поw allows for the issuance of compulsory licenses iп cases of public healthemergencies, aligning with TRlPS flexibility. However, сеrtаiп aspects of the amendments, such asthe calculation of fees for patent holders and the lack of protection fоr data and mаrkеt exclusivityof pharmaceutical products when compu|sory licenses аrе issued, pose challenges. Nonetheless,the amendments rерrеsепt а Step towards enhancing intellectual рrореrtу regulations whilebalancing public health needs in the Republic of Moldova=.

The draft law no, 5о/2ооs was approved; however, the elaboration of а new law оп medicines hascommenced, This new law Presents аП additional opportunity fоr the implementation of TRlpSflexibilities.

The process of drafting the new law оп medicines began with the creation of the working grочрand aPPointment of Evghenii Golosceapov, а Civil sосЙtу expert оп нumап Rights and consultantfоr Positive lnitiative, to the formed working grоuр tasked with developing the draft legislation.Through СОllаЬОrаtivе efforts Within the working group, Golosceapov,s input played а pivotal rolein shaPing the Provisions of the new law оп medicines, ultimately striving to епhапсе healthcareaccess and delivery iп the Republic of Moldova.
ОП September 18-20, 2023, Positive lnitiative staff, in collaboration with experts iп the field oflntellectual Рrореrtу frоm ukraine, held а three-day *оrкrhор at the дgепсу for Medicines and

жlHHil'r'"T""rInY:'O*a 
оп "Ensuring Patients' Access to Treatment: Orug Registration and



httK

The workshop was aimed at incorporating TRlps flexibilities into the Agency's draft law опmedic]nes.

This draft law is being elaborated in the context of harmonization of the legislation of the Republicof Moldova with the EU directives. 
t9Ь'Jlч llvl l v

оп october 26, 2о2з another training meeting was held for the staff of the Agency for Medicinesand Medical Devices of the Republic of Moldoias
The mаiп objective of the meeting was to increase the understanding of the Дgепсу staff оп theconcept of "parallel imроrt of medicines" in the context of drafting а law on medicines in theRepublic of Moldova.

On NоvеmЬеr 2!,2023, Positive lnitiative took ап active раrt in the public consultation оп thedraft of the new Law оп Medicines. Тhе event was organised Ьу the Ministry of Health of theRepublic of Moldova together with the agency iоr Medicines and Medical Devicesg.Pl participants represented the interests of раtЙпts, focusing оп the issues of drug registrationand intellectual рrореrtу, This important event was attended Ьу key players iп the pharmaceuticalmarket, including the world Health organization, the pharmacists дssосiаtiоп and others.

Summarize keY challenges to imРlеmепtiпg рlаппеd activities during the rероrtiпg period. Describechanges to рlаппеd activities that you would rесоmmепd to better faciliiate thЪ achievement ofрlаппеd results апd апу associated changes to future resource needs.

The implementation of ptanned activities faced several challenges during the reporting period.These challenges included navigating legislative complexities, fostering сооrdiпаtiоп andcollaboration аmопg stakeholders, апdъпhапсiпg public engagement and awareness. То addressthese challenges, there is а further need to Ъirепgthеп'siаkеhоldеr engagement, enhancecapaclty-building efforts, iпсrеаsе public аwаrепеss, and establish robust ,nБпitоriпg of the lawadoption рrосеssеs, Additionally, addressing these challenges may rеqчirе additional funding tosupport capacity-building initiatives, stakeholder 
"пg.g"й.пt activities, and public аwаrепеsscampaigns.

8
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2,4 outPut 5: AmPlifYing visibility, coordination, effectiveness and support for the consortium,s
work

Whot did you accomplish uпdеr Output 5? Describe апу octivities conducted during the rероrtiпgPeriod, LiПk the narrative to Programmatic results fоr each milestone, outcome апd output indicators,i'e, exPlicitlY list the indicator to which the narrotive speaks to апd ехрlаiп апу uпdеrасhiечеmепt iпexPected milestones аПd indicators. /пsЬt оп activities with budget implication if there are апу. lf поreporting of programmotic results is expected for the output, please instead provide о brief norrativedescribing progress.

[Half Page mаХ, Please do ПОt forget to describe whot was the progress оп the activities below thatare from your hub wоrkрtап.]

5.4 Development of PR-materials and pubtishing in media (Moldova}
рrоjесt and lTpc visibility wеrе meticulously maintained throughout the organized events.Essential updates оп the project's actjvities wеrе prominently featured on the гJсеЬооk page ofthe Positive lnitiative, as well as on its official website. Additionally, links to апу press releases оrnoteworthy news items wеrе thoughtfully jncluded iп the comprehensive rероrt provided. Thiscomprehensive аррrоасh ensured that stakeholders and interested parties remained well_informed and engaged with the project's рrоgrеss.

1) Tuberculosis prevention is mоrе effective with
:ffektiv

community-based specialists

baze:"s,oobýcheýIyl
2) Civil society calls fоr rejection of secondary patent on bedaquiline

чtо^r]qhпрgо":раtе ntE- n"a-beda.kvi.liry:
3) WHO chief in favor of сrеаtiпg iouncil

za

to accelerate development of new ТВ vaccines

va kcin-ot-tu bq rku lezilJ
4) How а pharmaceutical соmрапу made S114 billion on еvеrgrееп patentS

vechnozelenyh-patenta hl
5) Making medicines mоrе accessible and cheaper. Patent Pool Strategy

strate giya - ра tentn оgо"_- р u lal:
6)

7)

Тrепd towards shorter treatment timeframes

*:.*lл:т::: 1,Tr from original meJicines? WБДr 
'1.,.* 

,uch а d]fference iп рrрrlсе?

8) Down with ечеrgrееп patents: generics of Bedaquiline soon to lndia

яeneriki-beda kvilina/
9) U,S, рhаrmа companies face а new "patent collapse.'' Why it's а good thing''

pochem u-eto-horosho/
10) NGOs advocate fоr the termination of pharmaceutical соmрапу Gilead's patentS

gilеаd/
11) How а secondarY patent cou|d deprive 6,0ОО,ОО0 people of а ТВ счrе очеr the next fewyears!

тв
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12) Millions of people will get .ПЙр.IБЪrug,
httns://nositivpnannla mаllмilliл_.. l....J-: ._

tuberkuleza/
13) Dосtоrs Without Borders refused

Healthcare
to sign an a8reement with рhаrmа соmрапу viiv

Moldova against pharma15)

16)

zdoroviem/
Workshop "Ensuring patient access
рrореrtу"

monopoly: the cho jce between profit and

to treatment: drчg registration and intellectual

Availability of Gепехреrt text for tuberculosis

tuberculosis рriсе of GепеХреrt ТВ, ап effective test for

tubgr:kulez-яe,nexpe,rt-tb/ 
""'-

19) Рhаrmа. company to рау s246 million to settle generics delay lawsuit

1а d g rlh ke"-dzhen е ri k.qy/
20) Meeting оп expanding

tuberculosis in Almaty
access to treatment and diagnostics for HlV, viral hepatitis and

nl

21)Johnson & lоhпЪп .onrirri 
o*-and middle-income countries.

22) C.ll оп ViiV He.ltha 
, Georgia and others

CQzOsVO PW7 ЬН MYlбUw2V-

uOYNwdneXKaMSlJp4z4l Y56-2 R-
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23) Participation in public consultations рrоmоtе the draft of the пеw Law оп Medicines

Uc
vlPlxbF7Z4MuMuDlCA,t5:

24) compulsory license for dolutegiavir formally confirmed in сйmьiа
n

ро dtyerz h de n a-v-kql u m _hiil
25) А patent оп ап Al-designed drug: ownership and liability issues

summarize key chollenges to imрlеmепtiпg рtоппеd activities during the reporting period. Describe
':;::::::,,||:':::.:?,''::У::,:!л,: r,1i,aу'о.,,,о,iiпj'rБ ъ,u,, faciliiate thЪ асhiечеmепt ofрlаппеd results апd апу ossociated changes to future resource needs.

The ongoing wаr in neighboring Ukrаiпе continued to exert significant рrеssчrе оп Moldova, withthe influx of refugees adding strain to the country's йsоurсеs and infrastructure. Thishumanitarian crisis diverted attention and rеsоurсеs away from health-related initiatives,including efforts to address intellectual рrореrtу Ьаrriеrs.
Furthеrmоrе, Moldova grappled with ап ongoing епеr8у crisis and soaring prices of епеrgуSОurСеs, exacerbating economic challenges and imlactinjir,,. availability of funds fоr healthcareprojects, The high rate of inflation, wnicn persisted from the previous уеаr, further strained thecountry's financial resources.

Моrеоvеr, the prevailing traditional mindset rеgаrdiпg ]ntellectual рrореrtу posed а persistentchal|enge, The perception of lP as а suреriоr чЪtu. Йrраrеd to the right to health hinderedefforts to implement projects aimed at очеrсоmiпg lP Ьаrriеrs. Effective сойmuпiсаtiоп strategieswеrе crucial in navigating these entrenched beliefiand gаrпеriпg support for initiatives promotingequitable access to medicine.

з.

otvetstvennosti/



4. CoMplBMENTARv Flшдrtсlдt- ltчгопмдтtоtч

SECTION ll: Financlat performance Narrative
Please lill iп the |ottowing tabte:

'0 Thi, i, th" сum ulative budget from the start of the grant throu8h the end of the счrrепt reporting уеаr.

PLEASE NOTE ТНАТ BELOW BUDGET NARRATIVE PART SHOULD ВЕ REPEATED FОR ЕАСН OUTPUTRlGHT АFТЕR RELEVANT OUTPUT NARRATIVE PARTS

Please fill iп the |oIlowing toble:

Budget implementation

Reporting period

1л11 | Januarv toZvZ5 l ,

budset I December 2023
- l expenditure

о//о

Grant start to reporting year end

Cumulative l 
'оa.' 

expenditu,." i

budgetl. I to a.t. 
I 

n
Рrороrtiоп о| budget spent 56112,1-2 | 56112,12 1-00 108790.89 108790.89 100

2о2з ! January to

budget I DесеmЬеr zоzз | ж
l ехрепditчrе 

|

Grant start to reporting period end

Cumulative 
I 
Total expenditure

budget l ,о i.,. 
'- 'l %

output 1:

2о2з | _ Januaryto
DесеmЬеr 2о2з | %

expenditure

Grant start to reporting period епd

Cumulative 
I 
Total expenditure

budget l ,оi.,. --l %

202з | January to

buaeet I December 2о2з l %

l expenditure 
l

Grant start to reporting period end

Cumulative 
I Total expenditure

budget l .оЬ.,. 
--l 

%

11279.24 11116.90

2о2з | _ Januarvto

budget I December 202з I %

; expenditure 
I

Grапt start to reporting period епd

Cumulative 
I Total expenditure

budget l ,о i.,. '- 'l %

10611.91
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Please Provide comments Оп Уоur financia| реrfоrmапсе for each output. Explain ...п *rl.*.
(%)

11

Reporting period

2о2з | .lanuary to 
l

budget I December 202з | %

I eХpenolture I

Grant start to rероrtiпg period end

Cumulative ITotal expenOltur. | .,
budget I to date l ^

output 5: 7700 7711.84 100 1з439,75 13472.9з 100

Reporting period

2о2з | Jапuаrу to 
l

budget I DеСеmЬе.r 2023 | %

l expenolture l

Grant start to rероrtiпg period end

Cumulative ITotat expendirur. | 
",budget I to date l 'О

Grant Mana8ement 24127.2 | 2451,2.14 lloz 47567,22 48068,43 1-01


